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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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5) D Claim(s) is/are allowed. 
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1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20080325 



Application/Control Number: 10/675,580 
Art Unit: 3733 



Page 2 



DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 39-40 are rejected under 35 U.S.C. 102(b) as being anticipated by Reiley et al. 
(US Patent 6,066,154). Reiley et al. discloses an intervertebral device having a body 
(21) with a proximal and distal (towards the expandable balloon) portion along a major 
axis of the body. The body has a conduit extending throughout (disclosed as a catheter 
in the reference). Reiley et al. also disclose a selectively expandable balloon at the 
distal end that is configured to distract vertebrae. It is noted that this is considered a 
functional limitation. With regard the statement of intended use and other functional 
statements, they do not impose any structural limitations on the claims distinguishable 
over Reiley et al. '154 which is capable of being used as claimed if one so desires to do 
so. In re Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 USPQ 458, 459 
(CCPA 1963). Furthermore, the law of anticipation does not require that the reference 
"teach" what the subject patent teaches, but rather it is only necessary that the claims 
under attack "read on" something in the reference. Kalman v. Kimberly Clark Corp., 218 
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USPQ 781 (CCPA 1983). Furthermore, the manner in which a device is intended to be 
employed does not differentiate the claimed apparatus from prior art apparatus 
satisfying the claimed structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). 
It is further noted that the reference teaches various materials which may be polymers 
(Col. 3, lines 55 through Col. 4, lines 1-35). 

Claims 1, 15 and 37 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Winkler et al. (US Patent 6,695,760). Winkler et al. disclose an intervertebral device 
comprising a body (1 2) that has a conduit throughout (18). Winkler et al. further disclose 
a support at the distal portion that is configured to support vertebrae (Fig. 2). The 
support is configured to support vertebrae in a distracted position. The body is 
configured to selectively engage the support (see distal end of body contacts part of the 
cage portion, Fig. 1 ). The support has a height distinct from a width taken along a cross- 
section of the body perpendicular to a major axis. See separate height and width in Fig. 
2. The support is also considered a cage and is further capable of maintaining a natural 
angle between the distracted vertebrae. Detaching the body portion (as in Fig. 1) to 
leave Fig. 2 in place, would result in the vertebrae still being supported. It is noted that 
Winkler et al. '760 also discloses a support that is a balloon (46), which also is able to 
distract vertebrae. It is able to support the vertebrae when filled with fluid delivered 
through the conduit of the body (Col. 5, lines 1-20). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2-6 and 1 1 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Winkler et al. in view of Zdeblick et al. (US Patent 6,375,655). Winkler et al. disclose the 
claimed invention except for more specifically wherein a distal portion of the body has a 
height distinct from the width taken along the cross section of the body that is able to 
distract vertebrae by rotation. Zdeblick et al. disclose a body that compliments the 
shape of the support apparatus and has a height distinct from a width taken along a 
cross section of the body perpendicular to the axis. See Fig. 9. See also Col. 9, lines 
40-60) for discussion of the shape, and complimenting flat surface for insertion and 
distraction of an implant support device. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to construct thedevice of 
Winkler et al. having at least a distal portion of the body having a height distinct from the 
width taken along the cross section of the body in view of Zdeblick et al. to better 
arrange the support apparatus and distract the vertebrae. 

Claims 12-13 and 38 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Winkler et al. '760 in view of Zdeblick et al. '655. Winkler and Zdeblick et al. 
disclose the claimed invention except for specific materials used for construction of the 
support. It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to use the claimed materials, since it has been held to be within 
the general skill of a worker in the art to select a known material on the basis of its 
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suitability for the intended use as a matter of obvious design choice. In re Leshin, 1 25 
USPQ416. 

Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Winkler et al. '760 and Zdeblick et al. and in further view of Marchosky 
(US Patent 6,413,278). Winkler et al. and Zdeblick et al. disclose the claimed invention 
including the support and body and also the distinct width and height and body cross 
section except for having a flowable material (to be used to support the vertebrae, or 
used with the support). Winkler discloses that a balloon or support may be inflated with 
a fluid. It is well known in the art to use a biocompatible matrix, or bone-based matrix to 
facilitate the strengthening of bone. Additionally, Marchosky discloses a fluid with a 
plurality of bone particles that may be used between vertebrae to help strengthen. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to construct the device of the combination of Zdeblick et al. and Winkler et al. 
having at least the flowable material in view of Marchoseky to better support and secure 
the affected spinal area. 

Response to Arguments 

Applicant's arguments with respect to claims 1-6, 11 -1 3, 1 5, 24, and 37-40 have 
been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAMES L. SWIGER whose telephone number is 
(571)272-5557. The examiner can normally be reached on Monday through Friday, 
9:00am to 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JAMES L SWIGER/ 
Examiner, Art Unit 3733 

/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 
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